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suIml20 
zmMI,FL33166 

lxm#xmEcloRp. 
?mmJcmNNwf&F 
15LMm 
FADEYB&NJO7004-3206 

!mREE-DRIVE 
lOWK%JW, MA 01876 

iiEi%EE- 
325 EMAUXNI DR. 
-, M?i 02767 

DEFUY~ICS, INC. 
m-m 
P.O. Boof 988 
wM?ssi,IN46581-0988 

510(k) ND: KNELO6 

am:949-240-l290 

510(k) I0 HI01878 
PK~UE m : 314-781-9664 

510(k) PJD: KOO2388 
PEKNE m : 770-352-9540 

510(k) rJD: KC01645 
pfxxazm: 305-392-5639 

510(k) m KW2365 
PHLNEm: 973-244-6100 

510(k) m KOOl814 

PinEm: 9784404%0 

510(k) Ex): KO02298 
FKWND: 310-637-9711 

510(k) p30: IO001470 
H3mEIw: 508-82&3704 

510(k) ib: KCKE23 
PKNE ND : 219-371-4901 

sElJEcIsIa?~:lbdlx;2m 
510(k) SU4MRY AVAIUEEE FEItM ZWi 

DEVICl3:WER- 
sEcw=IsI(3N~:0~22800 
510(k) smmMENC 

DEVICl3:~DlEXRX PIcnmrsmTIm,~Mc5oo 
sEirllixxs1mMADE:253rIx;2ooo 
510(k) SUMBY AVAIIAEE Fwm m 

510(k) sLE4@RY AVAIIASE FKM FIlA 

DEVICE: OLTIMA~-c;up 
mrllEIs1cNMAaE:1o-Au"r2oo 
510(k) StMftW AVAILABU EKBf FIlA 



!xE?mmRADDREssLImFcwwFHB~ WV 510(K) m CR 510(K) - 
FUtFIN?GDX!ISIcEJs~ DuRIrazHEFERImo1-Am-2ooOlHaJa 31-AUZ-2ooO 

il!EGz&m 
7OQcxmmAEDICDR. 
P.O. Bx 988 
mFes?,IN%581-0988 

DlX?XBTICMEDIC&~~ 
ATIN: FPANK FEfaEcN 
FOEKXl.2038 
LA JCCLA, CA 92039 

DIB4EZXCIZP. 
ATxN:LYNNE - 
2140XSUHMIAMIAVE. 
MIiwI,FL33l27 

DIMEDIXCU?P. 
mlN:uNNE tI?nmlm 
2140NXlYHMIAMIAVEi. 
mmI,J?L33127 

DIGLEA, m. 
XrmpAMELA PAPINE?+u 
5WHIZUXBAm 
AYER, MA 01432 

-m. 
XI'lYk R.J. l?UWGAN 
16751 !CRANS CiWiDA HIGHwxf 
-r gc, 

3636E.tXu.MxINE-DR. 
PHIXVIX, AZ 85032-7372 

axEl!anxmm1c, INC. 
ATImJa3Nl4lmLL 
7cosE?uFa. 
B, TX 76226 

510(k) n KOO1991 
FKNE ND : 219-371-4944 

510(k) m KOOl922 
PHIBE ND : 219-371-4907 

510(k) ND: K990517 
??ENE IUD : 858-587-1147 

510(k) MX ml767 
PiXN3IU3: 305-324-2354 

510(k) Nh KtXl1875 
PHXIEND: 305-324-2354 

510(k) m: KOO2086 
pi-Km m : 978-772-3552 

510(k) PJO: X)00475 
FBXEm: 514 630 7039 

L.C. 510(k) ND: KOOO204 
E%XE ND : 602-7-5651 

510(k) mt KOO1994 
H33E IQ: 94&46&6021 

DEVICX:TITAN-HIP-IS 
sEDEcIs1mMADE:25-Am-2000 
510(k) StBW?SY AVAIIAHLE INM FDA 

DEVIU3:DEEUYNEUFWX PIPlnmEzt 
sEDEcIsIm~:29-Au"s-2m 

510(k) SXBHFBY AVAILABLF: FflcM MY-i 

DEVIC.E:EXPUXERCVS-~ 
sEDEcIsI~MmE:o1-Aus2m 
510(k) SQM+RY AVAZABIE !iXB¶ m 

DEVIUZ:DIAZ4BXXIS-CZWIGMcTGTJRE TEisrsY~ 
SEDEXXSIcNMADE:O7-AX-2C0O 
510(k) tXN?BY AVAIURU FXM FTXi 

DEWICZ:DIAMEDIXIS-RLBEXAIGMCWIURE TEsTsYm 
sEiDEcIs1mmDE:21-Am-2000 
510(k) SU4MARY Am lWM FDA 

DEvIaz: pIlmmLm 
sEDECISIcN~:l7~2000 
510(k) SCRMiRY AVMLWLE FEYM lXN 

DEvIclk l3RxnYw 
sEDEcLsIavMADEi:22-Am-2cQO 
510(k) SU4GWi Am FKMmA 

DEvIa:wIN-1Tmm 
sEiDEm.s1cNmDE:01-rm-2Ocn 
510(k) SUMARY AVAIIABU m FlB 

DEVICE:EEISLU!3ipANDRAPE 
sFlDEcIs1cNM7ux:O&Aw-2000 
510(k) tTATmmf 



suBMITwADDREssLIsTIEx:FoRa)RH~~ FW 510(K) - CB 510(K) - o-2m 
EmFmaLDEKmImsREzmEmD DuRImmEiPJmImo1-z4us2mo~ 31-XXS2ooO mF=u 

510(k) E1D: I(001565 DEvIcm - v-I-IA cI2wwIAwIpIAND~Ixw 
DIISRXCW 
PEKW NJ : 801-565-6213 sEDEx!IsIm~: 1-2ooo 

510(k) SLMmRY Am EKM FDA 

510(k) N3: RX1847 DEVICE: z+NmEmR~cAL E?IzsIE SY- 
Em: 512-834-6255 sFaDEm!xa?MADEi: 24-Aus2000 

510(k) SCMARY AVAIMEE FKM FDA 

Ep1cMEmcxLExmm4Em SlGWKXS IN5lOlk1 ND: KDo2223 DEmcz:EEmsm2FImEEtsImscR# KDELE4l2-20 
ATIN:KRLsm~ 
18OO1mHsr.,suITEm 
Fc?!m, TX75074 

-, INC. 
T, ACUNKZI&ERIES PRESS-FIT 
itlm:LIsA SIMPSCN 
2320 N.W. 66'IH Cr. 
-, FL 32653 

ExaLTmi. Lm. 
2wm:DEBBIE mm 

zwIN:aMxKRE - 
16 W. 300 83RD ST. 
EnRRmrxB,IL60521 

n-32, INC. 
ATIN:FREDlERIcxHAER 
9MAINlFIREFT 
BlLvEoINHAH,MEo4oo8 

lxti~‘m : 972-801-9854 sEilsEx.zsI~~:22~2m 
510(k) SU@MY AVAILAEE FT&M FDA 

510(k) PJD: XI02364 DEUICEz~H 
HtlvEpJD: Oll.498 l527OOl39SEDJEISICNMNX:1O-X=~ 

510(k) SCBMRY AVAIUBIB FRX EDA 

510(k) m: X002141 

PIEM ND : 352-377-1140 

510(k) No: KCXN919 
FTmlEm:9058295300 

510(k) ND: X014% 
FBINEi Ia : 310-649-0707 

510(k) m KOO2l29 
PIxNEim:m734-7830 

510(k) m K99l522 
Pi-lXEIKi: 207-666-8190 

DEVICE:-- F33Es-FIT-, Iuztmlm-PRESS-FI 

mDEzIs1mmDEi: 1s2m 
510(k) SCBMMXA~FRXEDA 

DEvIce: l28cHANNEL EEGHEBDEKX,MBELE!MKL~~ 
sEDEcIsIcNmDE:3l-Au3-2Mx) 
510(k) SUMARY AVAEAELS lXt4 FDA 

DEVICB A.V. FISNLA NEZDLFa 
mDFxxsI~MRuE:ol-dIx;2ooo 
510(k) sm!mmw. 

DEvIa:msmm wxNDDREssmwrma3ILJaw 
sEiDEcIsIcN~: 25-Aus2Oco 
510(k) smmm?J! 

DEvIcsk MI- ELEKmmE 
sEiDIcicIsIm~:04-AIlG2000 
510(k) SUN47Y Am EUX FDA 



FIsMh, INC. 
~DUFXASAKANE 

510(k) E1D: Kooo158 
PEKm m : 801-972-0500 

3959 WESJ! 1820 Sam-I 
~IAxEcIm,ur84104 

510(k) ND: KOOl810 

ATIN:DCN?EDRSRXE pH=NEND:202-4%7620 
1900 K SIREGT, N.W. 
w=mmcN,Dc2ooo6-1108 

FuTlDPKxzsssY~, INC. 
cRusEINBR.smxmIs 

510(k) ND: I691495 

ATIN:-c~c FKm rm : 915-852-1007 
9%-APE!mxRD, 
ELPASQTx79927 

- MDIcaT;I CXtE XEUFi Am?I5lO(k) hlD: KC02277 
mINzAKtHm- FENE NO : 781-402-9068 
95mAVENUE 
IJixmzm,m02420 

Gcr+lmIcA, IN!. 
ErIw!rERKYLJcmTz 
3737 WEST l2m IsTREm 
zmm?,IL60803 

510(k) m KC01823 
EKm rm : 7oa597-09oo 

(=L'&!?~.~= SYSItSS, Im510(k) ND: KOO2209 

820OWIm!nm~~Av~. 
PKNE lK) : 414-371-3736 

-, WI 53223 

GE~mmALsY~,INc. 
XI'lfkJARRYA~ 
P.O. Bm 414, W-709 
MnmuKEE,WI53201 

510(k) m wO1946 
EFENE p33 : 262-544-3894 

G?Lcsmlm- 
mPEmRsRlmxEmx 

510(k) m K970569 

10% cl%&XXlm AVE. N.W. 
FKNE lD : 202-857-6378 

wAWIKXN,Dc20036 

GEEJI%yxv, INC. 
m: l!FmERIcw- 
4ooEwr IlJaILL RD. 
P.O. Bx 0197 
ARamm, a3 435026197 

510(k) p: KM1923 
PKmm:419-445-6060 

DEvIczk mm, MXEL E504845, -K8, bmELE50-m-B9 
sEiDEicIsI~MAuE:2~~ 
510(k) S@lM?GX AVAILMU FEM ?XIA 

DEvIa%: URISITE URINE orIluam~KITmMI-/~TEsTI 

sEDEIs1cNM?m:14-Am-2000 
510(k) SUMARY Am EXZ4 FDA 

DEVIC33:E!WIDPFKXESSSY~- cmBafANDDEIcNIZATI%NTANKsF 

sFlDnxsIa?&nDFl:28-p1Lx;-OoO 
510(k) SMf?iRY Am Fwm Fm 

DEVICZk--~ 
sEDExxs1mmDEi:25-AIE-2000 
510(k) SMSFtY AVAIUSIE EXt4 FDA 

DEVICE: LINKMAX 
siEiDEc!IsIcNM?cE:1~~ 
510(k) iTmEM#r 

DEvIcn a r4!qpmE Mx: ANALYSIS PFcmAM 
sEDExxsI~MzLDE:1~2OOO 
510(k) SMmRY AVAIUBLE FIUi ETX 

DEVICYX: -ARRWCXXL 
sEDEISICNM?EE:3O-AlG2ooO 
510(k) StMdARY AVAILAPU FXUX FDA 

DEVICE: BIO-BUXXEi 
sEiDEcIsIcNbnDFi:14-zaE-2Ocn 
510(k) fmxmm?r 

DEVIClI:REGENCYFCWB%~, -7200, 7500&7800 
sEDExxsIcNMxE:25-Ams2Oal 

510(k) m AVAXAEE = FDA 
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Gmum INIL., INC. 
mIreJAMuAPnlcxER 

510(k) m Koo2340 

198 AVENUE IXZ LA D'EXFZ@ZD 
Pf-KNE 1JD : 775-342-2612 

SPARKS, NV89434 

amIlzwA, IFE. 
ATm:BfliNx PARK 
P.O. Bcot 2123 
~,c!A95Q15 

510(k) ND: ICI00736 
B-Km m : 408-99&1973 

G(.JmmTm. 510(k) mz KOO2206 
TImHI-~wHIsFERMsGumEwIREwI!tH~~ 
mm:- - 
~~OOIAIBIDEDR. 

Fi3xENo:408-845-3995 

P.O. EICX 58167 
sAN.m cmR?i, CA 95054-2807 

510(k) ND: K994ll8 
HiKNE m : 415-681-9760 

~pEyIKK=ps 510(k) m: NXX.M.3 

zxlmxmm Hwh Ewxam: 6069529003 

xaYEsmI~,INc. 
?QlWWZLIMJGRIFFIN 
ln5vJINmEm~,~loo 
EL DXWO HILLS, CA 95762-9623 

HEINZKDlUGM&iMEDIZ~ 
006 170 
ATm:-s~ 
MSIEL320-I 
-, 

EmEmcs, INZ. 
ArrIwMIcHEAt NEIXN 
3woFctTrmcTRAIL, 
cxt-sma-,MI%390 

510(k) M3: KOOl456 
FiXNENo:91~355-7156 

510(k) ND: KOO2221 

mm: 312 042 89591 

510(k) N3: Km0084 
R-KNE ND : 281-276-7CXXI 

510(k) Ex): KC01860 
FFKNEIm:248-863-3ooo 

DEvIa3: VINYL ExJ!mmnmm, KxGDEEt-FRE8, !mxm 
sEDEcIsIavw!a:22-Auz-2000 
510(k) SEXENNT 

DEVICE: IAJOIE 
sEDEcIs1mmDE:O&Am-2m 
510(k) fSrNmmr 

DEma3:HI-~wHIs!?ERTsaJIoEwIRE~--c!~ 

sEDEas1cx24ADE:24-Am-2000 

510(k) StM@@Y Am ZRX EIH 

DEvIc33: osMAE3wcIs, F33EFu, AND GOBCN, -ImIATM 
sEiDEicIsIcN~:1pplllG2m 
510(k) SWQRY Am IXM FDA 

DEVIcE:CXNSEBWKNE8SY~ 
sEDEISIGIMADE!:O7-ALE-2ooO 
510(k) aCmfmmr 

lIEVIa: IUIFGU K-PISltX TlrrmnmmmL E=sxmsIs,MxJEL1006103-1 

sFiDEas1cNMADE:O9-Am-2000 
510(k) SUM?iRY AvAILABI% m EaA 

DEvIa3: EXWAF- EicmFms 190 SYm 
sEDEcIsIcN&mE:~2OOO 
510(k) iZ%immT 

ma: --BATH, 
sEDExxs1mmDEi:1O-Am-2alO 

PARpLspApMINf, PARASPAULTRA 

510(k) S AVAIIAEB FE1[3M ?iWi 



~?iDDREsLI~FcwcoEw - m (SE) 510(K) sC&WmES a 510(K) SYNR@NS 05-sEs2cno 
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-,-NJ 07401-1677 

I-xmmI~cGIEIcNIcs~ 

L!z?kzF- 
-, NJ 07401-1677 

JmMEmcAmam. 
ATlWMMYWDfL;Z13N 
59 IDVIE 17 
FCUNNLE, NJ 07401-1677 

I3.mfEma ~c!s axP. 
~bl?BYXWHENNED~ 
59 IKxJTE 17 
==K%E, NJ 07401-1677 

HypERBARIcmIFs lx!. 
ATIN:FAULEDFXDEN 
6329 w. m cr. 
-, IN 46055-9501 

ii!iE%Fi i5ju%xo 
80 o2!Bmcz DR. 
-, NJ 07401-1600 

iiiE%z*m 
80 (lrlama DR. 
w, NJ 07401-1600 

510(k) PJD: KOOl448 
Flxm m : 201-934-4375 

510(k) E1D: KOOl449 
PHJUE m : 201-934-4375 

510(k) Ni): xDo1614 
J?KNE N3 : 201-760-8117 

510(k) N& ml653 
PIXNE I'D : 201-760-8117 

510(k) NC% ml615 
F%xnIEm: 440179 9541688 

510(k) PIX): ml677 
pKNEm:4402920485885 

510(k) N3: Koo14CB 
1 m : 317-335-3760 

510(k) m KOOl471 
PHmEm: 201-818-1800 

510(k) N3: 1001759 
Pi-Km Nq.: 201-818-1800 

DEVICE: !ll?IDm -m:Ps-HA 
sFlDErzIsIcN~~2m 
510(k) SiPWARY Am F#;M SDA 

DEvIu3: TRIDEmBsIELts: Ps 
sEDExxsIa?MADE:O4?ALG2OOo 
510(k) SIBWRY AVAlXAEB ISXM FDA 

'510(k) tZBW+RY AVAIIAEU Fflrm EDA 

DEvIaz:xIAsPINEsYsLEM~BLMxAssEMBL;y 
sFlDEcIsIa?mDEi:18-Am-2ooo 
510(k) SQMEBY A7IAIIABLE FFCM JXB 

DEvIczl: HONER mc! llr%mxTm PJIEzrm 
sFJDEc!IsIcNMAm:1~2~ 

510(k) SXNNM?Y AWUL%XZ FXN FDA 

DEvI~:BA8YDcrppIEx 4ooo @J=Jw 
sEDEcIsI~~:14-ATx-2000 
510(k) SM4ARY AVAIIAEB Ff(cM rmA 

~C=~ffi,H=EROXY,HypERCXYP/T,EFESUWXZEEt 
BsEDEms1cNMADE:02-Am-2m 
510(k) SW4RRY AVAIMEU FRZ4 H?A 

DEVICS3:TFlEIMPLEX HElmniL--, xx-YYY-zzzz 
SEDEUSIcNMhDE: 07-A%'-2CCXJ 
510(k) iZU#ARY AVAUBU?, FXtd FDA 

DEvIcl3: HE3xaxL FwISIaJ UIP, z+mEL 02-2YY-zzzz 
SEDECISICX?MADE:24-AW-2WO 
510(k) SW4?W AVAIL&WE WN FiXi 
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IN-X OCRP. 
mlm-HENKY 

510(k) m: X984570 

1610 PIEtlfE SLREGT, istnm 150 
PKNE N3 : 303-238-4935 

~,0080214-1489 

~EXJEUBI(X?&E 
zl!rIm-m 

, 510(k) NZ)z I(993913 

3350 sxm! BLVD., ti.6 
UNIT601 
gwlTAam?L, CA95054 

Hf=EjEvMJ:408-727-6030 

-USA, INC. 
Ml& E.H. C!&?iDm 
1140 IZE BLVD., suI!cE 101-103 
LEHIQI XSES, FL 33936 

m I2@!Gm, m. 
A!IlN:Daxs vKms 
3OOWESTEKEFUCNAVE. 
-, WI 532076025 

Ll%muam,mo2421 

ma, INC. 
ILTIN:m YamK 
651 CaMRzs DR. 
ST. PAUL, MN 55l.l.2~3495 

IMuITIvEmcAT;,INc. 

fi!LwID cY!sAL 
l34owm!-RD. 
l+zumuNm, CA94043 

I.NwaREw. 
A!m?:I-rBARDM~ 
555 - -, N.W. 
WAfamam,Dc20004-1109 

J.NvxmEm. 
ATJN:EIMAR)AKKLL 
cm-w 
P.O. KX 4028 
EUFUA,CH44036-2125 

510(k) m: If994109 
PXNENi):941-%0-2744 

510(k) No: KC01928 
E53aE No : 414-747-1030 

510(k) ND: KOO2400 
HXNENo:781-861-4467 

510(k) ND: KDOl648 
E+xmz m : 63.2-697-2003 

510(k) m KC01666 

F'iXXG Ex) : 650-237-7013 

510(k) ND: X002157 
PIDE I'D : 202-637-5813 

510(k) g: XI02170 
Ffxlw SF.3 : 440-329-6595 

DEVICE: TRUE 

510(k) StBMMY AVAZABLE l?Xtd BDA 

lXX?I~:~500 
sEDEas1cNm3E:03-Aa-20 
510(k) StMQmYAm E FDA 

DEvIc2i:SIaa 
sEDEc!Is1a?mDE:02-Am-2000 
510(k) SiPMARY AvAIIABI% B!KM l?Ui 

DEvIaz:lKDIFtKRrI~c??1M,- 
sEDEc3.sIavmm~2OoO 
510(k) SUMBY AKULAEUZ JXM IBA 

DEmcY3: --PARpmxlNT 
sEDECISICNNADEi:28-AX-2000 
510(k) SLMl?SY Am IiKX4 BDA 

DEVICE: I4LmETmm To - srJxIc2aLiY.tmEovlEw~ICsY~ 

sEiDmIs1avmDFI:24-AKs2000 
510(k) STMSRY AVAIUBU m FaA 

D?JvIcz:m4wxRIIM6,b¶mEL~ 
sEDExxsIay~:25;Au"r2OOO 
510(k) SM&RY AD FIYM BDA 

510(k) SB%Ma AVAILMLE FFCM FaA 



suPmmERADDREss IJsTIErncDRHF~ (SE) 510(K) S CR 510(K) - 
l!URFIN%DEXXSICNSE DufatGmEPEEucnOl-Ats2OOO!mFam 31m2ooO 

-w. 
XL'TW~AKFuXc, 
CNElINwaREw 
P.O. BCX 4028 
EIJBu6A,CH44036-2l.25 

-m. 
RI'IR~AKXU 
ONEINVPLZUIIEW 
P.O. KX 4028 
EUFUA,oH4403t%2125 

INvnmam, INC. 
ATIN:XSE@EIIJVZTJS 
11408itxRRmovALLEYm. 
am!E 202 
s13NDIEGO,Ca92l21 

J.B.C AN0 OxPAtw 
ATIN:HrisCmALMw 
628oz3xnH-vIEwHLvD., 
xl22 
IASVEWS,NV89118 

J.F. JEUNKO & co., m. 
AmkPAFHAEL JuDm 
99mlsmPAPxDH. 
ARauK#NY10504 

510(k) tX% XX)2171 
PfYKm ND : 440-329-6595 

510(k) ND: x002317 
PHxlEi NJ : MO-3294595 

510(k) fX3z It001967 
PENE PJD : 858-452-1986 

510(k) PJD: ~001410 
PI3mE m : 801-975-1191 

510(k) r-X% ~002048 
Pf33E ND : 702-914-8842 

510(k) IWz KOO2222 
pEnlE m : 914-273-8600 

510(k) m xM32041 
PKNEiNB: 203-239-2090 

510(k) W: K991864 
RI)NE NJ : 888-567-8721 

K?mJspl%iz ~-?MERI~, =.510(k) @: KOOl740 
?mN:KEvIN ECENMIN FEW IQ : 310-410-2769 
6al-ForNIlE 
ammCITY,cA9023&7600 

510(k) SlHARY Am FE&X lTXi 

DEVI~:~woO BARIXRICB 
sEDECIB1mM?iDE:25-ALG-2000 

510(k) SNAFU AVAILAXE FKM lQA 

DEvIak PVP-7 f, bmEL Qm2210 
sEDECIs1mMAm:14-Am-2000 

510(k) SXMARY AVAIIABW FXM ITS 

DEVIC3E:-t9ZDEL~ooO 
sEDECIsm~:o1~2Otx) 
510(k) SuMMARy AVAIUBTX m l?DA 

510(k) BtSM?RY Am FEIcMFaA 

DEvIcm m-2104 
sEDECISIoNMNE:31-AW-2000 
510(k) m 

DEVICZ:WSLLIGEtURCSEATI~&AVKXS3AIN 
sEDECIsIcNmDE:16-xxs2Ocn 
510(k) SUMW Am FRX EZIA 

DEvIaz:-cEzvIRIFu=AL m4PsYm 
SEDEXXS1NMDE:316u3-2000 
510(k) SlMMY AWUIABLE J!RX lTN 

510(k) SXMARY AVMIABLE TX&M EDA 

05-sEs2Om 
poage 17 
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KRFINALDECISIcxJsRENERED DuFummEPERtaI01~2ooo?HFI[xlw 31-ALG2ooO 

l37 8lHAvE., #F 
LA RIENlE, CA 917% 

IQmmN-m. 
m:AIMcHcTpuG 
J.37 8T'HAvE., #F 
LAEumlE, CA91746 

KERRaxv. 
A!rItQcIzlumNm 
1717 WEST (x&zIINs AVE. 
cR?wE, CA 92867 

Iuxm~LENsco., lx!. 
XrIwKEvINMIVIMlW 
P.O. Kx 253 
LWAYETE,CD80026 

3EEIFI.MFIzIFEmm 
NEWYCRK,NYlO16E-3098 

I(uwltvIycxMpANy,m. 
zm.NImaI KjwuMI 
20oPARKAVENUE 
3OlHFI.ilEZtEEBUILD~ 
NEwYCFtK,N!IlO166-3098 

510(k) m HI02167 
PFZXE m : 626-968-2508 

510(k) NX Iow2202 
JxNEm:626--2508 

510(k) N3: I(001655 
FffaEm: 714-516-7484 

510(k) pJ5: KilO2239 
PlcNE IW : 201-727-1703 

510(k) IuX ~001908 
HXXUE m : 3034640539 

510(k) M: KIxI1sw 
Pixa ND : 212-986-2230 

510(k) m KOOl914 
EmEm:212-986-2230 

510(k) Exl: Ial 
PHL.NEN3: 612-930-0416 

510(k) ND: KOO2l38 
PI-KNE ti : 818-362-5958 

DEvIa3: It?wANv 
sEriIEasIa?~:2~22ooo 
510(k) SIWWERT 

DEvIcz:Ic?mm- 
SEDECISIm~: 25-zax+2m 
510(k) m 

mvIa:pEpMLAspIc2 
SEDECIs1a?mDE:1O-Am-2mo 
510(k) SMfARY AWUU'GB FRX lXl?i 

DEVIC.33: SIGMA 110/330 DIXKGI'IC UL- SYSIIM 
SEDEaSIcNM?m:O8-Am-2Ow 
510(k) SU44ARY Am l?RX J!DA 

DEvIcl3: IQtxxuR55soFTa 
SEiDEXXSIcNMhDE:18-AK-2ooO 
510(k) SrATJWW 

DEVIC33: c!UMElLsTOP~ 
sEDECxSIcNmDFi:O&Aus2cxx) 

510(k) WN?iRY AVAILWKE FRX m3A 

DEvIakcr!csmnREpALR 
sEDEcISIcNmDE:1O-Am-2OGO 

510(k) SUWiRY AVAIYMZZ IXM FDA 

SEiDECIS1mmDE:25-Am-2000 
510(k) SM4ARf AVAIUEUZ FFXt4 FDA 

DEvIaz:PARAD1txsILHxIETI1E, lXOELS MKlY-377, 378, 379, 380 
SEDEcIs1avmDE:29-Am-2Om 
510(k) SUSRRY AWGIABLE ?BKN FDA 

05-s!&2coo 
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muAFalmmxL,m. 
RrIN:RIzeEm pEARscN 
20268 SKYPARK DR. 
Fumm, CA 96002 

mPAPm?ESSIaaL 
A!llaALElmim SANcnFlz 
c?wwmRAm- 
CmEm 947 axa. LA EzK?amW 
--, 

MlmaYGIcs, m. 
ATmGRRY MXMK 
3@XlQXDEN LTsmmN #334 
LTxXM NIGOELa, Ca 92677 

1401 8'lH t3REEl'S.E. 
P.O. B31x 320 
cnl%EcITY, IA51041 

510(k) PJD: IUXU62 
IFmE m : 972 972 0673 

510(k) 1x): Koo1609 
HXNE I?3 : 530-226-0727 

510(k) m: K994l24 
HIXUE ND : Oil 528 4170030 

510(k) ND: KOO2415 
FKNElND: 44&4S3-5743 

510(k) m KOO2279 
FfxNlzm:949-363-2953 

510(k) FX): KOO1052 
pI-mE m : 712-737-8688 

MEDIC% OXPBESSICN !!Xm (D.BXlO(k) 1uD: KO02287 
zmN:- l!luEmm Hx.Nt3 m : 972 977 18l.30 
ll7ItxxmHsr. 
RATiNAlw4 43373, 

MBIICAT DEVICE CWSULm, INC. 510(k) N3: KOO2ll.6 
ATDN:CXNIHIAJm r+mEm:919-859-4207 
49 PCAIN tl?mml! 
W-, MA 02760 

MECZaiLMAN#ZR~ 
ZUTlRJElZREYKSH?iPIX) 

DEVEm'm51O(k) t$% KOO2100 
PiXNEi p3D : 202-637-5775 

555 THlKIEEMH SIREEX, N.W. 
Wixamam,M:20004-1109 

DEvIa3: axDm DEvIc33 
SEDEms1mMADE:O9-Auz-2m 
510(k) m@iaRY Am lX24 m 

DEVICE:-AlR~- 
SE;EIcN~:1o9rIlG2OOO 
510(k) SmMRY AVAIL?%U FIXt4 J!fX 

510(k) SMGSRY AVAIIABLE FWM rmA 

DEwIaz:Exmnmm350~~ 
SEDExxSIa?M?aB:1&ALG-2cw 
510(k) SLM?iRY AVAILMUZ m XIA 

DEvIcE:MLEYESPE%F~,MZDELML~~ES 
SEDExxS1a?mDE:18-zxG2m 
510(k) smIm&Nr 

DEvIcYx:blm-m(MEDIcAL~~) Kx.EFIx SYa, IsmEL Ml?-BFX 
SEDEcIS1aTmDE:3wiw-2000 

510(k) smmmm 

DExrccE: WIZAIR aNPREs1msYsIm 
!SEDECISIcN~: 25-X&'-2000 
510(k) SUMARY AVAIIABU lX.t4 IXUi 

DEwIaz:S3cmDI~IA~ z.KlmLE vEPs1m 2.0 
SEDRXSICX?MADE:O9-AUZ-2ooO 
510(k) SUMMARY Am FXR4 EDA 

DEVICE: XIMX SYm 
szDEasI~l?mF&: 25-Aus2000 
510(k) SUMBY AvAfLABIE liT0.f EDA 
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MEDISMEDICnL IMMXm sYS!miS, &V5lO(k) No: K994283 
Rl?llU: J.I. FKUAIWR ??SiNZ SW : 317 I.52 23244 
R2cmmxm m 10 
2333 AAm 
I 

lmx%Nma, INC. 
XFJXtGhRYJALUmXxX 

510(k) m KOO2l85 
E¶XNEND: 510-276-2648 

16303Pxux!MIcw 
SAN LEMXQ CA 94578-1116 

Mlmsu?o3., LTD. 
M'lNzGWYJ~ 

510(k) m: Koo2491 

16303PAtcmMIcwAY 
RXNElpJo: 510-276-2648 

~~,cR9457&lll6 

!iiiiTEeg 
- C510(k) m: RDo1498 

HINE NO : 610-277-3937 
lOOWST~sIIR]EET 
~,PA19401 

mn, INC. 
m:- MINER 
7423iiIEmKcm 
EUU! KRIH, TX 76118 

510(k) ps3: K993042 
PI-Km ND : 817-595-1222 

Mimmm, INC. 
Em-,GcBLDmm 

510(k) m: KM11404 
l?cmmANHBAD.ocBDPIsrrrJ 

EB3E IUD : ial-754-2713 

510(k) h13: ml406 

za!mJoDY cHFNM.m - ND : 901-754-2713 
7msmmvcms 
bmFias,m38125 

510(k) m: wO1%9 

XrmzFREDLEtxJcmR E-cm m : 97k777-0042 
37AaiEmYHILtm 
IwvvERs, MA 01923 ,; 

l4EuaAvE, lx.. 
?QlWlXM7iRU3N?H 

510(k) b SW1898 
R-KNEi ID : 651-639-1227 

4382ImNOLxEm.wmr 
Alma HILLS, MN 55112-3923 

DEVIUQSCHXESA99OODI&XBl?IC~SYSlEX 
sEzDECIs1cNMr4m01-Am-2cxxl 
510(k) S AVAILAXE FEXX m]A 

DEmmaz4BIsx?3Olpw~~~AE9)~ 
sEDECIsIaTMADE:25-Am-2000 
510(k) SWWRY AVAIIAEU FRJII IX& 

DEVICE:lREmM)BMDE 
sEDEiCIsIm~:1~2OOO 
510(k) 6l7aEMm 

DEvIaik mn 5tSNWEHICZi-LEWELDISINEBXFW 
SJSDEXXS1CXMADE:17-AUZ-2000 
510(k) SWM?iRY AVAIIAXE m FDA 

DEVICE:GOlDTWlALANOP?RFIAL, REXXEARANOCS?FS&CSSICUL?S~ 

sEDEcIsIcNmDE:O8-Aus2OOO 
510(k) sl7aWWC 

DEVICE:HA/GOLD!K7llLANOPAKCIAL, RDcmARANDclimET,c(ssIalLARfiEpIA 

sEDECIsIaibtmE:~2OOO 
510(k) - 

mm: VAscIIliAx 
sEDEX!IS1~MADE:31-Au1-2000 
510(k) tXMARY AVAIUBLZ FXM m 
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suIm200 
caFim NMX, NY 11021 

MIMMB> m. 

?z?EF - lzRmNcoI 
l+xuwt, CA91342 

blmlmom. 
m:- LYCNS 
l2744sAl?ElmNtmo~ 
ismaR, a491342 

MINxMEom. 
AT?N:- LYavs 
12744mJEFxwAmom 
SYIMAR, CA91342 

MINIMEI) INC. 
XSINZ-LYCNS 
l2744sANFERPmmEa3pd3 
isYImR, ca 93.342 

510(k) I'n KOOD593 
HJ3NENo: 6l3977 51234 

510(k) N3: IUXW40 
HDNEm:4l2-487-1113 

510(k) ~3: HI02212 
PKXUE m : 949-837-3700 

510(k) N% KOCW69 
HJluE ND : 203-431-1511 

510(k) PJD: KOOl182 
wINI N.3 : 203-431-1511 

510(k) m: NM1827 
H-KNE ND : 818-362-5958 

510(k) No: Mw1828 
FBXE PJD : 818-362-5958 

510(k) EID: KOOl829 
PHCNE hx) : 81&362-5958 

510(k) hlD: KOOl832 
PI3282 ti : 818-362-5958 

DJwIcmlscNIc,~so-lOO 
sEDEcIsI~~:~2m 
510(k) SBXmWc 

DEVIE: MIR?GEI HYDFmaucGoIDmna, MmEL 103-0608 
sEDEicrsI~~:o3-AIlG2m 
510(k) STMSRY AVAIIABU FTC% m 

DEWICX:MICRX,IFZDIGIl?iL~ EAR-,=- 
sEDExxsIa?MADE:22-Aus2ooo 

510(k) SIR&ME AVMIABM FEICM EWi 

DEvIcm Krc#3&IFE wRIsT~BLIlcD--, MSELBP-3ml. 
sEDEcIs1cNMADE:01-3ulG-2000 

510(k) EXBlMRY AVAILAEU FXM EDA 

DEVICE: PAWDIGMSX-SFZMl~QR,XDEt.S 324AND 325 
sEDEcLsI~M?!m:1~2OOO 
510(k) SNARY AVAIIABU EXt4 m3A 

DExKa:PmaDIGML5ML PESERVOIR, MJ3EL 326 
sEDExxsIavMADE:18-Aa-2cm 
510(k) SCMARY AVAEAEUZ = IiDA 

DEFJIcx:MINmmpAwIDIGM INsuLINm,a5ll 
sEDEicIsIm~:1&Au;-2cxlO 
510(k) S@f%RY AXRIIAEE FRX FaA 

DEmcaPAPADI~scR?';sFT~ 
sEDEIs1cNmDE:l8-Aw-2ooo 

cpi, MJlELs 317 AND 318 

510(k) ESBMhRY Am FRSf EDA 



- F@JIWXW (SE) 510(K) BfMNUES CR 510(K) m 
RlaummIxlRIEJG~~~01~2ooo THRXSH31-AU&2OUfJ 
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~cINw,XJII.DIta275-5W-&j 
BT.FauL,nN55144-1OcQ 

mJDEvIcEsa3Rp. 
A!mhlmscxaEm 
1515K?laamwDRIvE 
wFlumm%, WI 53186 

swnrNus, lx. 
ATlN:szimL?i B 
49 PLRIN t3mEm 
NXEiiWEWXI, M?i 02760 

~saNLA8s 
~DNIDB,KNEs 
5700 cmaDR., suIl!F#100 
ELPXQ Tx799l2-5538 

NEW-m, INC. 
m:~vJcHNscN 
llBO2KmPERRD. 
NJEURN, CA 95603 

510(k) ND: KOO0355 
FKNE Nl : 651-733-7605 

510(k) tQ x002402 
PIXlW N.3 : 781-251-3134 

510(k) ND: KDO2422 
PiXNE I'D : 781-251-3134 

510(k) N3z If993698 
mxEm:40&629-3340 

510(k) m: xx)01944 
EFmEE10: 262-524-1402 

510(k) m: Moo2539 
pKNEm:262-524-1402 

510(k) ND: XXX903 
PKNFiN3:508-643-0434 

510(k) Ex): KOOl562 
PHNEm:915845-5600 

510(k) to KO02347 
E?XEND: 530-823-1434 

NEsaxRcm1a -, Xl-C. 510(k) !b: K992l33 
--=IRER,-,n 
ZXlTNzFCJBEKCWDICK 
~~OWEST~~~IST.,E~G.N 

l3mFl m : 94EY42EE 

cOSl!A MESA, CA 92627 

DEvIa.3: 3M ctz4PLY I.249 LIQJID z%imanIcm~~INDI~ 
sEDEasI~~:23-AuG2m 
510(k) SBMRY AVAIIABU FRY4 IXi?i 

DEVIC3kVAPR!E E.LEcmmmuBEwI?HvAHIII~I~BY~ 
sEDEcIBI~mDE:31~m 
510(k) SMiJRY AVAIMBLE FFC2J FDA 

DEVIcmVARm3.5m9OsucrI~~ EcRus!zwIlHmPRsY~ 
SEiDECIBIaVM7iDE:31-Au&2OOO 
510(k) SJMARY Am FKMFDA 

m~:~x~,3soxxxx,3sBxxxx,ANoF13wM 
BEDEcxsImMADE:lddIx1-2OQO 
510(k) SEvmSwr 

DEVIC23:HW-3COHEADARIWCDIL 
sEDEmBIa?mDE:14-Aus2OOO 
510(k) SpAlFMEMl 

DEiVIcEzaBoo96BREZSTARRAYo3IL 
BEDEcIs1cNM?m:3O-Auz-2000 
510(k) fzaxmma 

DEmaz:IwJmBcANMmIcRIBY~A4OOO 
sEDEcIBIcNmm:l6-Aus2coO 
510(k) SUhMRY AVAIUmtE mud myI 

DEvIcm az%xzamIL 
SEDEXXBICNMADE:17-At&2OOO 
510(k) stAn?ma 

l3EVI~:NEwpcdRTHp5o~ WITHHUKlDlXTERISO-H,N!NFfXT~V 

BEDExxs1a?MmE:04-Am-2Oco 
510(k) SzgrpIpIRy Am ma3M FDA 
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iii537 .5WlMRE aSCSZbS5lO(k) m 

Al?nAmNc#!R PEREZ Ff-DlENO: 
7224 WEST 2%~ my 
-,I%33018 

Km1091 

305-231-0562 

-a oZER?EIm 
ilzEz&s MDEIAI@x 

510(k) ND: 
FfXNEiN3: 

1OOml.NsTREm 
fzxm!E 120 
acp3ooEID, 24A 01742 

El93950 
978-371-0066 

NM=NRMuENiwERIcA, INC. 

?izzEEmB- 
-, CR 926i2-1601 

510(k) E10: KOOO517 
mM.3: 949-250-3959 

xKI.Hz!MEFa~mI~ crXmtmIMl0fk) Ex): 
mm:c BExmR?i 
6595 KSWiL RD. SIE 811 

PIxiE’m : 
XWWIA, GA 30328 

NXXIXDIV. 
ATmLYNEm?zLBYtmD 
203MAINsmEEzPm166 
vIuJw2 

EDIEWFF 
1136 EAST SlUAR!r #4203 
IKXl' OZJNS, 03 80525 

Koo2260 
404-242-4243 

510(k) ND: KOOl.325 
H3cNElQ: 847aB-8900 

510(k) Nh ml761 
lBBEN3: 781-894-0800 

510(k) PllD: I(993788 
PHXlEiND: 903-788-4580 

510(k) tn Km0718 
FENEm: 972 267 81861 

510(k) tb: ml560 
PKNE IUJ : 800-368-5776 

DEma?I:~I~( !cwuxma),~m;CaRpIOsETscL(~),m 

sEDExxsI<N~:1~2~ 
510(k) SIwmEXr 

510(k) SWMRY AVAILWU FXM EaA 

DEvIcx:LIFEi SCOPEEC, MxELEm-1102 
SfZDECISI~Z4ADE:31-AU&2OOO 
510(k) SBMA?tY AWUIFBW FXt4 FBW 

DEvIc33: SPINA SYm 
sEDlzIsIoN~:25-bfls-2ooo 
510(k) SBM?iRY AVAIURU JXt4 EaA 

DEvIaax!r.oAss~,KIlEL4-25O-OD 
mlYEc3sIcN~:1~2OOO 
510(k) SUNARK AVAIL?SU l?XZ4 SBA 

510(k) iS!MmWT 

DEVICS:R.TESJ!EVXXB!ICN 
sEDEc.tsI~~:~2ooo 
510(k) fXM?Wf A'JAIIMU FIYM HXi 

510(k) StM?iRY Am mm FclA 

DEvrm-3 
sEDEcIs1mM?4DE:24-Am-2ooo 
510(k) SBMRY AVAIfARW m FDA 
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-sQENIcE, ItKL 
fY!J!J - 

510(k) 1u3: KOO2l21 
Pf-KSE NO : 617-492-7289 

. 

510(k) N3: NJ02313 
PHXVE N3 : 617-441-4410 

m, B 
mMI=ADaXaAS 

510(k) px): ml773 

790'NRNpIKEsam5r,~100 
EamEm:97Ga3-8881 

~J!mYmfx,MAO1845 

510(k) No: KOO2053 
pH3NE No : 514 861 4074 

PAaE!IcesuFux~ INNXV!I(XS, IE510(k) ND: lU.XQ276 
lsrlamm 
=DRD.,UNITH 

Pi-KNE153:80%81&66lo 

SAN (I2iRm3, CR 94070 

lxmLAxMEDIcAL,m. 
xl!lN:sos?N l-lARps 

510(k) m B94022 

453RA..DR., SUMEB 
FTXXE ND : 650-934-6969 

xxmaINvJEw,cA94043 

PARKELL, nc 
ATIWDMlIEZR,SUEmER 

510(k) m: K&X!195 
PIDE No : 631-249-ll34 

155 sczmlTBLvD. 
P.O. BX 376 
p2up3IExpAfE, NY 11735 

rmsoo-, m. 
A'lXWLIND?iKDILUN 

510(k) x0 KOO1721 
El3XE ~3 : 800-321-9813 

1275OWESl'42NDAVE. 
wHEnTRIlxs,0380033 

510(k) m KOQ1887 
PEKNE Iq.: 303-423-9504 

DEvIat:%wJBLpsAMr-ELISA 
sEiDExxsIcNmDE:3&Am-2000 
510(k) StBMRY AMLIIAHLE EFCM EDA 

510(k) SUMiRY AVAILAEU = FLlA 

DEVICE: (IsmmE 
sEDEzIsIm~:1~2OOo 
510(k) SL?MARY AD ElXM ZDA 

DEvIa: mm -CAL CPTIm, l.xmr.8 900.004 
sFJraEIs1a?~:0~2000 
510(k) SUMmi AD EXM rmA 

DEvIcz:PsIsKuu(IAMp 
EiEiDEIs1cNmDE:29-Au&2m 
510(k) SM4ARY AVAIlBUS BIXX EDA 

DEvIa: F!zmuAx a??iNIm 
SEDEXXSICNM!WE:31-AE-2000 
510(k) .SLBNW Am EX24 FaA 

DEvIa: -v, moELD680 
sEDExxsIcNMAm:3cbAus2cm 

510(k) sWmim?F 

DEvIa: Eascu MIC AN0 me/ID pAtaELs 
sEiDExxsIoN~:o46u3-2ooo 
510(k) S Am FXU EB 

DEvIc33: mIl?I~m To PAsm MIC mD ME/ID PANELS 
sEDEms1~145DE:o9-Au3-2000 
510(k) ,SUNhRY Am EXX EIlA 

- ..___ 
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mw30-, INC. 
tT$E$E&F 

510(k) ND: KOOl953 
PKNEi ND : 303-423-9504 

=maGE,cmOO33 

~am4iAsBsmm 510(k) m: KOO2314 
-aAIM; 1coMI-mIEssoF~~~ 

ATI!N:TAN lau2(x-3ra 
un754,JAL?arHwIsIRm 

H-DE m : 603 391 1949 
m?r rm- 
I 
( --f 

- EBLXIWE GEmi (M) Sm5lO(k) m KOO21l.2 
- m-ImEE 
mmPEmRYlwNEImcHx3N 
-,-IN[xxsTRIAL 

PKNE ND : 606 677 2781 

EmfcE,70450 -,- 
-lWUJLlWSUS~SIA, 

PIcNEER~I~IEcHI'xHxx3y 
501-066. 501-067 
RlTNzZi4YH~ 
375 RIVER PARK (LZEUXE 
MF$JBTB, MI 49855 

--, IN!. 
IWINZ 
2919 BEmiwm DRIVE 
l4nmEmA,GA30062-4608 

rmvm 
14OONGcXmANS 
WCHESW, NY 14692-0450 

PIaczs1m'MERApy INIL., lx!.. 
IwmPAuL- 
3155 bUUHCCB FXWY. N.W. 
Iaxxss,GA30071 

EKNEi N3 : 606 677 2781 

510(k) ND: KOOl709 

PxNEm::226-9909 

510(k) N3: KOO1909 
FENEN3: 

510(k) ID: KM11960 
FHXWND: 7X-338-8638 

'510(k) Ex): KDO2240 
PKNE rq : 770-300-9725 

lIa3vnx: PAsoaMICANDMIC/ID~ 
sEDEcIsIcrJ~:1~2OOo 
510(k) SURMRY Am FIIlcM EDA 

DEvIa: LAmx p.?almr-cN--wriH-~ 

~EDECISICNM?~DE!:~~Y?LUS~COO 
510(k) SIXma?r 

DEvIm: -c - DEvIa (-) ZwJ (==)t - 

sEIJEXXSICl?MiXE:31-AIX-2CQO 
510(k) S&MARY AVAILMU FRX EDA 

DEvIa:mm 
sEiDEcIsIcNMADE:2~2m 
510(k) SllAlEMENT 

DEVIa: RIGID GA!3 pm4mAHwmm 
sEJzEmsIcNMADE:2~2OOO 
510(k) SLMARY AVAIIXU ExM MM 

DEvI~:HENuw-pIAN3-04.00& -PKAN 1.0 
sEDEmsIm~:2~2OOO 
510(k) SUMARY AVAIIABU EXBf ma 
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-naRummsGMBH 
~Atftl!A9JEBENET 

510(k) m: KOOl808 
PHNE m : 678-461-5559 

907OJ3Tmmmw~ 
===.L,GA30076 

~DlBXSFICSL3.D. 
lwm1[zlM cfimmIs 

510(k) ND: KWl392 

16809FMARDXEF0W 
PKNE NO : 301-330-2076 

Eccxsma,m20855 

510(k) N% XXX888 
PIKNE m : 972 977 l8l3o 

~tcmm.sL~. 510(k) No: KOW653 
N36CQOI,AEWX~n@wsuu!, 

!i2i!is~ 71x!a 

MmELP/N360002 
E%Kmm: 7806623968 

=, k, 

510(k) p33: KOO2319 
pH3NE hx3 : 833-645-2855 

NEwFcR!rRIalEY,EL34655 

!$mm INwsmmT al. 
mDFwIo HIMES 
3303M.xIEvIuAHwy. 
KmELL,m98021-8906 

510(k) ND: Kool492 
FxNFlm:425-402-2484 

RDlEMlAt C CXW 
Am.N:AmRE?s EipfwxE 

510(k) m: KOOl414 
F'I3X.E E13 : 004 940 22757617 

-wEG88 
I!?!mlm,D-22085, 

FaDIcNIcs,Iw. 

tz?kzFEJ O'- 
EitmrmN,~o1803 

510(k) ND: K992226 
Pxmm:wl4 

FBtWWtUKWNRESLTD. 
ATIN:P. AFasmts 

510(k) fx): KOOlOO9 

AFUXRE&55DIMNDRXl 
PI3XiEi FQ.: 44 028 9442243.3 

cRuMr.m, co. AtvmIM, 

DEma:mHBAlcaErm 
sEDEcIsIcNmDEi:21~2OOO 
510(k) SUWGY Am FRX EDA 

DEvIa: SANSIBAR CPAFJ sYsl!Ez.s 
sEDE?zIsIcNmaE:1~2m 
510(k) SMSRY Am FXM EaA 

DEmcaAEmmxmTJiwm&~P/N360000, AEWXE!HXZDE,=P/ 

sEDEcIsIa?ztADEi:~2OoO 
510(k) SMARY Am FfaM RX 

DEVIUkPWlLENSSALINE-CN 
sEDEms1oNM?!DFl:3o-Au3-2000 
510(k) SU4fARY AVAIUBU ERZM EDA 

DEwsa% - 
§EDEcIsI~MADE:O9-ArE-2cQO 
510(k) stMAl?Y AWSUABU I!Fm EDA 

I: XDS EIimmaLcsFIANDAElosYsysIpf 
sEDEIs1NmDEzO4+tE-2000 
510(k) SUMFRY AVAIL?EW FF0l EDA 

DEVIU3:IpIM3oxG-~ 
sEDlimsImMAIIE:~2OOO 
510(k) SIRTBWF 
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ATIN: E.J. m 
poEXX4341 
mm2lll.4 

mx-HRR CrRP. 
SDEVICE 

?zzszD5&T 
l P.O. Kx 879 

IMXA,CX74036 

~DIXNXTI~~UXP. 
RF!XFTNSCUAAHAMILt 
9115 IWOE RD. 
IND~IN46250-0457 

RsMELmz& 
ATm:Jcus~ 
14401 S.E. FIRsI! ST. 
-, WA 98684 

510(k) Na K9933S9 

PE?xEr.m:410-451-0639 

510(k) rat I@93403 

Plxm~:410-451-0639 

510(k) K): I(993409 

FsxiTm:410-451-0639 

510(k) IWz KDOOWS 

PImE No : 91&543-2222 

510(k) No: KOQO56S 
Pfxm3 m : 317-576-3544 

510(k) ND: I(002148 
PfKW NO : 317-576-3723 

510(k) Ex): KDo2353 
PHCNE Nl : 317-576-3544 

510(k) rXh Koo1641 
E%SXE rJD : 201-327-0035 

510(k) rio: KC00114 
PImaIm: 301-881-9139 

~~:RNEDMw3!?luITI~~(~),~,~B3y, 

SEDEcISIcNM?!m:1&pJxc2000 
510(k) SIRrWim 

SEiDExxS1a?MADE:1&Au;2m 
510(k) iWtm@Hr 

DEvIcz:RI~~Sl!4~ -,m,ANDl.EN 

SEiDEcIS1mmDE:25-a.x-2c!m 

510(k) tsmmdmr 

DEVICE:HOL~PLUS 
sEDExxSIcNmDEi:O4-Aus2mO 
510(k) SUMAFQ AVAIUBLE IXM BDA 

DEvIcE:ELEcsYsHx:TEsTsY~ 
sEDEcIsI~MADE: 22-ax-2000 
510(k) SUMRY AVAITAEU lTCM RllA 

DEwIcz:EzLBcsYsca15-3 c7Jaamx 
SEDEcISm?MmE:1~2ooo 
510(k) S@MARY AVAILNXE mm 

DEvIa: !IthmNs 
S!xDEcISIm~:o3-AZX;2000 
510(k) SUMRY AVAIGWE mxm 

DEVIClkS- 
SEDi?mSI~MADE:1~22ooo 
510(k) iSUhmRY AVAILABL SfXN FDA 
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MmJs BIm, INC. 
iXlXMLJU-NJIa?im 

510(k) m: Koo1943 

EmBDR., #354 
PlsxEim: 714-429-7807 

SAmA ANA, CA 92705 

EED 
WLLX3Xm - P;MERI5lO(k) Fa -209 

311lfmGEmm., suITEi 
Plxmm: 90X386-2242 

EwausTr,n?38133 

mm -, INC. 
~KIT,MpEL3lGO56 

510(k) 1uD: KOOl4ll 

iGl!iFEwW 
HXNEm: 619-258-9300 

sAmEE,CA92071 

ScrMFDxcrrrp. 
PPIIE: UMBILIcaL OSD 

510(k) No: KOO2107 
(Pupwm r.m. 

EG -fHI*D 
pH=NE m : 973-625-8822 

Dla-mLE' fNJO7834 

-, INC. 
~~?lxL&m, KS. 

510(k) No: KC02l3.4 
FENEi IW : 781-647-3900 

WAUHAM, MA 02453 

smsIDYNE, Itc. 
R-Ink- z4Ins 
16333BAYVISEiDFtIVE 
-, FL 33760 

510(k) m KCxlO700 
HXNJZ FD : 727-530-3602 

szffNmIcHAMpIcNpLAsTIc 
A!ERJANNAT'NCXER 

XXXXmSlO(k) No: KOO2216 

198 AVE. DEi IA D' m 
EKNEl ND : 775-342-2612 

SPAFas, NV 89434-9550 

isimmnI~ImpuIspIc 

Ez%vfYi FF= 

PrrrxxrrsEjlO(k) N.X XXX217 
PKNE IU3 : 775-342-2612 

'E24Emul 
SPARKS, 'NV 89434-9550 

smtmmcIpLMpIoNpIAspIc 
XtlNJiWNAPTUCXEEt 

PRXUXs5lO(k) b$3: IX)02218 
H-K@E NJ : 775-342-2612 

198AVE.DELAD'lBmAT.D 
SPARKS, NV 89434-9550 

DEVICE: - I.D.CDT (B DEFICIEW~)AssAy 
sEDlmsIcN~:2~2ooo 
510(k) SUMMY AD FXXM EDA 

DEvIcmDasEl 
sFIDFcIs1mmDE:18-Nx-2000 
510(k) SWMRY Am ?ZXM FDA 

DEvIaz:LGmLEpTH(1-84) EGBCIETC~I~C=DWCAS 

sEDmIsIcNMAtlE:21-Am-2000 
510(k) cTm!m@m 

DEvIm:mmmJR!IHE DEYmxI~~~sIALIGAANIBalIEsus~m 

sEDEcIs1a?MAm:O4dm-2m 
510(k) SDXmmr. 

DEvI~:mlIIxKHuLmBLLxx)~-sY~ 
EiEiDECISICNZ4ADE:O7-AU&2ON) 
510(k) SUMARY Am FRX4 l!lX 

DEvIc3:sENsIDYNE-- &sEnsIDYNFl-~ 
9EDECISICNMZXE:31-Au;2ooO 
510(k) sSU#WY AVAILAFPE FXX J!DA 

DEVICFI: NrIRILE EIfiwmmcNQIcNE, ITaT--, cIlxm 
sEDExxsIcN~:ll~2axl 
510(k) .muExEm 

DEvIc3kNllnaE~cal[xIE,~-FREE,~~ 
s5rEEIs1cN~:ll-AuG-2000 
510(k) V 

510(k) imSImm~ 
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Si-mm4u~Ia?PIAsrIC 
x!TmJANmPnmm 

xWmxS5lO(k) ND: KW2220 
F¶-KNE m : 775-342-2612 

198 AVE. DE IAD' B!ERATD 
SPARKS, NV 89434-9550 

SIEFFIEID B, DIV. CF FA5lO(k) NJz KOOlO77 

$ HMxu 
Pmam:860-4424451 

. 
NwLfxDm, cl!06320 

- cmxr vrsrtx F'LASITC 510(k) m RDo2Ol2 
m~cHu Hxmm:909-2624860 
l239OEAspENDAVHRJE 
amm, CA 91710 

- - VISIaJ PrAZCIC 510(k) Nh KDO2015 

l239OE?LVENDAVENUE 
airm, CA 91710 

smMEDIoAtw. 
M!IN:- STANER 
186WX0AvE.scwlM 
ISELIN,NJO8830 

sImmSmICALSY~,INc. 
zxITNsJuDIrxxmmN 
22010 S.E. 51ST ST. 
m, m 98029-7ca2 

sImENSMmIC&SY~,m. 
?trmJAMIEyIM 
186WXDA~XUlH 
ISELINfNJO8830 

sm, m. 
SIGMIlIuRE~~~ 
z?mN:-DEB- 
11485-AFiESF48THAvE. 
wHEwRlDGE,0380033 

SIGMDlMMBFICS,IR. 

Pmam:909-262-eaa 

510(k) ND: K994231 
Frx.m m : 732-321-3950 

510(k) No: KCXMOO 
PIna rm : 425-5574229 

510(k) N3: I225 
PI-KNE No : 732-321-4625 

510(k) m lo2528 

PHXF#IU:303420-ll48 

510(k) w: WOW33 
OOP, 17-5OOP, 17-2CCUP, U-20, lS-1CQP 

=a :m- 
-ti : 314-286-6693 

ST. Lam, &SD 63103' 

DEvIa3:NMluLE~~,PRE--,oR~ 
SEDEcISIcNMADE:15aus2cm 
510(k) smmWW.T 

DEvIa: LDBRIa pEIsumL rJJmIcANT 
sEDl!ctS1mMADE:02-Au*r2oo 
510(k) Smd?BY Am FfcM m 

DEVICE: sYNl.mmc K%amlED t-9=- Ex?ammImQlxlEs 
SEDExxSIcNmDE:O9-Aus2OOO 
510(k) StBWGtY AVAIIXU FF0¶ I!!N 

SEDEcIS1mMADE:O9-Au+m 
510(k) StMMY AVAIIA=E M = 

DEVIE: SIpfEIJs TI$zmmmQpERATIEs;SYm(sIas) 
SEDEcISIcNw!DE:1&Am-2000 
510(k) SLWN?Y AVAILABW lTW FIlA 

DEWIC%ELEGRAI4ZWNWM~D~C~~~ 
sEDEmS1cNmDE:01-iJrxz-2000 
510(k) S AVAIIABM F'EXN ZDA 

DwI&:cRTABLE~~~sys?pI 
sEDEcIs1mmDE:O8-xs-2Ocn 
510(k) SW%RY AVAILARE FRX FDA 

DEVICX:XXKXXM--~6r E!Tzmun~NAMLwlzERsysIlEMm 

SEDELTSICNM?~JE:~~-ALG~OOO 
510(k) SU+MRY AVAIIMLE FRX BDA 

DEVI~tSIMDIXX=TICS sra?mny QuxlsE RE#ZBI', MXEl.3 17-25, 17-l 

SEDEcISIoN~:l~2m 
510(k) SUMJRY AVXUGLE FRN l!lBJ 



suEpawAmmssLI~mcDI(H - &&EWUSZ (SF,) 510(X) f3UWmES CR 510(K) - 
mtFmALDEms1avsRENDmg) IxJRnmTHEPEEu~o1~2m 

05-sEP-2cocl 
WFCXmi31-AE-2000 pasem 

510(k) tn So1764 
PEDJEFN3: 781-878-8011 

510(k) m: KDo1555 
H-KtEFO: 441303 260551 

510(k) rn xOOC8ll 
PKNEim: 441554 755444 

510(k) m: IO2021 
pH3NE ND : 901-373-0200 

510(k) N: x002378 
PHluE ND : 901-373-0200 

510(k) t?a ~002464 
RIME ND : 901-373-0200 

510(k) m KOOl681 
H-KNEiIW:330-4254340 

510(k) 1uD: KcXMO4 
Ffxm m : 919-859-4207 

510(k) t0 IO02434 
PXNE IKj.: 801-352-1888 

DEvIceIzYnlNE2FI;uID~ 
sEDE%xsIcNMmE:O9-Am-2000 
510(k) SWNiY AVULAEUZ EXM Em 

DEVICE:S~~,~26 
SEDEr.sIa?MmE:O2-Aus2000 
510(k) SU4%4RY AVAIIABLE IBX FE&i 

510(k) SXMARY AVAIIAEE FKM FIlA 

DEmc33: I-meawn ttFEmmLscRTsELsYm-#l2m 
sED3imsI~~:24-3wG-2m 
510(k) SUMRY AYAIUBU rs34m 

DEVIUkKxM[AR~AND~~llBD 
sEiDEcIsIoNMADE:29-Aus2ooo 
510(k) EXBMiRY AVAIIABU -'FzIA 

DEVICEzIlAMIDlMEXSRE 
sEDEas1cNM?iDE:14-Aus2oOr) 
510(k) SWM?W AmIL?mE Fmd FnA 

DExms:msLM~ 
sESEI~~:23 
510(k) sni!mmr 
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EiPBmR TlitxmmIFs, INC. 
ATIN:mw 

510(k) l0 lUlO2533 nEvIa:~locM,ml3~ 
PHXEIW:206-329-7220 sEDEzIs1avz4?m:3OFAus2m 

701 16THAvE. 
f=XlTLE, WI 98122 

510(k) StMMRYAWiXABIEFKM~ 

SPmw, INC. 
KI’.l’WT.AtIX 
~~~OATJBI~XDFUVE 

a, GA 30152 

510(k) N3: KOO1476 DEIvnx: tlcq$JE 1~zmm~m,~8500 
EXxm N3 : 770-420-2333 sEzclEc!IsI~~:04-ALX1-2000 

510(k) t?IMmmr 

SSL AMERICSS, IX!. (Fmn~MEDICat510(k) m ~000421 DEvIm: 8IazL rEDmxi IIKxam-mm s3uFGEm'S GLcm 
XrImEiFmLEYLHlGH PI3ZE No : 334-702-2212 sEmcIs1mMmE:14-.ra-2m 

510(k) Sl!mmmr 3585asGINEERINGm 
-, GA 30092-9214 

B, INC. 
IsITrkm Gi.nmxm 
1100BmDamERDR. 
PAZM sxmxs, ca 92262 

510(k) m: XKKKO5 DlWICS:t9XXUSELEslls~,~sA-'IOO/F 
PH.XE hx) : 760-778-7255 SEiDEISICNM?BE:17-AIE-2ooO 

510(k) SMARY AVAIIABIE FIWM FDi 

SIZUUDARD Il4Mimq INC. 
vB1m1a?cziw3ER 
lmRF@ADEND~ 
7601MJREwm 
MmnT3i?TllhT, WI 53562-2766 

510(k) ND: KWl.825 KEVICE:SDWMRDl2+SGINZHDR1OOOPWSICNCI4WBER; SllAMvLRDmmr 

~ND:603-831-0025 sEIxicIs1~~:02~22ooo 
510(k) 6UM4GRY AK4XAEiW FKM FDA 

fi?mmss 00. 510(k) m I(002281 DEivr~:~HIcNEN~sYsTEz4 
PiXNEiN.3: 412-322-8280 sEDECISICN~:17-p1uG2ooO 

510(k) iSmCmDW 

AIW:Da\lAU)ASTEVEW 
800 VINIAL ST. 
b%xJITE B-210 
P?ilxzma, PAl.5212 

iiiEEiZ= 
259OwLLsHAvE. 
Ez-wm amA, cl4 95051 

510(k) rK% KOO2ll8 DEivIcE:-OoMmysT sYmm1m 2.0 
pI-KNEim:50&643-0453 sEDEms1mMmE:09-Aus-2000 

510(k) SUMARY AKMXAETX F'iD4 FIlA 

510(k) ND: IQ93166 IlEvIa: ETlRYmRm- -msYm 
FHXE Ml : 403-567-9100 sEiIxEIs1m~:o4-pJLx3-2000 

510(k) SCMARY AVAIUBIE EXX4 FDA 

510(k) hb: KOO2348 DEivr~:-T3-, SIRYKERT4HEMX', SIRYKERT4FlEEtOPTICL 

FT-KNE ti : 6X-323-7700 sEDFms1cNMxE:15-p1u3-2m 
510(k) t?DmmNC 
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99oospBxmr4DRsvE 
JUSl!IN, M 78717 

t3oKxcAL, Ix!. 
ATmlzmE!F~ 
l25HIaismEEr,~7 
wuw?IEm,mo2048 

mBwN- SPECIALTIES INC. 
ATmaxzEEN~ 
1717 WEST oIlUINS AVEZUUE 
avmz, CA 92867 

ls!mm?- mm. 
xrm:azfLEm BmmLL 
1717 WEST cD&wINsAvE3NuE 
a?AEE, cn 92867 

e*‘J SILB 
P.O. mx 1766 
1690RUSS5~Lm 
Px&I,PA1934&1222 

L!JYmGS VJW 
ixrlx?:aMm 
~~~ORUSSELL~W 
parrcm?IczBco[1766 
P.?aI, PA19301 

IXW GKNE, IL 60047-9596 

TE ME NA S.A.R.L. 

-f!$?!.t&Z 

(xixMAR,m34677 

510(k) N3: K002324 
FT-KXW In : 512-432-9306 

510(k) N3: KOO2018 
PKNE ND : 877-337-8887 

510(k) FXh XXI1881 
PIxNElm: 714-516-7484 

510(k) m: x001899 
PENEND: 714-5X-7484 

510(k) IWz ItDO 
PI-KNE No : 610-647-9700 

510(k) rJ0: KOO1793 
F%XlE NJ : 610-647-9700 

510(k) 1u3: KC02271 
R3ZNE ND : 610-647-9700 

510(k) N3: KM11683 
pK3NE Xl : 847-726-3675 

510(k) q: I@90100 

PliX?ENJ:8l3-8188705 

05-s%2cKxl 
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DEvIa?#:NlmSmxaaLSmxaiLc%mnJm 
SEZDEXXSIcXMADE:l7-AUh2ooO 
510(k) SC&NARY AVAILAXE FXXM l!DA 

DEivIcYbIMPzKxm~~LV 
SEDEcISIcNMADE:22-Aas22ooo 
510(k) SUNARY AVAIWBLE EFCN J?M 

DEVICE: n4PmvED TRY-IN cz.4 
SJzDEcISIavMmE:28-Aus2cxJO 
510(k) SUMBY AvAlyIEILE FFCt4 m 

510(k) SUMARY AVAIBEU )Xt4 ZDA 

DEvIcm +5xIvmm SCXUFEDDISTALTIBIAPLME 
SEDEcISICN~:l7-AW-2OOO 
510(k) SUN4RY AVAIlARM F'Kt4 PDA 

510(k) m ASMUBUZ IXU EiaA 

DE%ICE:SYSMEXR-500 
SEDEXXSICNMADE: 21-AUh2OGO 
510(k) S&MARY AVATLAXE FXM m 

DEsAa?l: Kx.m4EDIcuPA~ -m-; xJLYMm1cuFcNERmsI 

sEDE%xs1mMmE: 02~m 
510(k) STKImmT 



f==TIER- LLcfmxIiuRwFui~ 
~FINALDEXXSIClUS 

4ulmImr (SE) 510(K) sL?wmEs CR 510(R) m 
~DmummEPERIcm01-Aus2cm 

05-mP-2000 
'lRKUX31-p;u*r2000 mF= 33 

510(k) mz ~002404 
PEtEND:2l5-364-4941 

P,pA18974-1454 

TEFu?mcTuaI~ SYRCBs ocRpslO(k) F0: XX)2238 
JUXN:GARWAW 
125mlEEAmKxKl 

E'KNEp33:800-283-7866 

EfffIcN, MO 21921 

'l=LM3 EOKE'E N.V. 
ATmMJAEFas 

510(k) 1JD: X001572 

m2 

ploNE~:OO32163812ll 

LEmEN 3001, 

ppy:NIPKNF&J88m~ 
ATIN:ELIJ(XEER 

CD., L510(k) Pa: KOCU978 

1219LxTaEcsEFxRD. 
PIxNEm: 919-m 

CURE% NC 27713 

mEBlltDm~,m. 
XLTNzJWHGELLER 

510(k) ND: KOOU.27 

~~‘smE4ooo 
FTnam:310-449-l399 

2425 WEST WIG m 
sANllAXNIC2l, CA90404 

THE 8INoIEx: SrIE, ILID. 
A!t'INzJAYHGELLm 

510(k) tK% X01556 

tE z!zFG L 

EaxEm:310-449-1399 

gwpAKMta,ca90404 

mE 8INDl-m SITE, LTD. 
XI'IRJAYHGELLER 

510(k) Ma XI01636 

FE ii!!?!= & 

EnEIwr310-44~l399 

sANmKlMcA, ca90404 

510(k) PJD? 1~00171.2 
FlmE xu3 : 952-368-9214 

~rn553lEL3047 <i 

'KEW - (=a), INC. SO&)@ F4198 
ATIWLlISASbR3I@ 
540-m 

: u-664-6775 

-, M 77401-5010 

DEvIa%MIcm-MAx,~319 
sEDEKzsIm~:u13ulG-2ooo 
510(k) iTmM!Mm 

DEmc&caeIcMsx --IRWMHX- 
sEDEcIsI~MADE:22-Aus2ooo 
510(k) SLBMRY AVAILABW FKM m]A 

DEVIcE:NEkX!USlUEEDU 
sEDEcIs1cNMmFa:1&?m-2m 

510(k) StMWWAWUIABm EKM l!M 

DEvIa: ‘cNE’IIxxzI’LA!tExcIMxMwRH~9 
sEDExxs1mmmO8?AtE-2000 
510(k) SMaRY AVAEAEUZ ERX FIX 

DEVICZ:ANC%CXMBID IBXXTICKITWI!tHIFW~ 
sEDExmIcNEAm: 

510(k) EfIWmEW 

3O-Aus2000 
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EJI-KNE ND : 925-356-2640 

510(k) RX KCXX818 
HXXUE NJ : 92 432 553231 

510(k) Mz KOO2258 
E%-KNE ND : 201-727-1703 

510(k) NX Koo2008 
FiXNEi~:203-E4S45l2 

510(k) m XXX.590 
PZNEm:508-653-5892 

510(k) 1JD: IWl870 
PHXUEi IW : 330-562-1000 

510(k) ND: KOOO401 
prxNE m : 410-974-9255 

510(k) m HI02194 
PIDIEMJ:650-424-6990 

510(k) r+D: IO302312 
~No:65&424-6990 

DEvIa: ltxmER BIECKARPADIALHEAD~IS 
sEDExxsIcN~:31-3y;162000 

510(k) f&MY AWULABIEFXUFDA 

DEVI~:--HXK 
BFIDExxs1a?MAm:3O-Au+2000 

510(k) SllAlpIElvT 

DEsna: - cr- 1010 
sErlEmsIcN~:~2Ooo 
510(k) SUWARY AVAIUSCE FRX FDA 

DIEvIcE:~I~~~sPINAL~ 
sEDExxsIa?MADE:16-AtlG2ooo 
510(k) SDMRY AVAILABU ?X+X FaA 

DEVICE: EN0 101 
sELmxs1a?~:02~2~ 
510(k) SWMFaY Am FF0t EaA 

DEVICJZ:-9OOOPHASEDAF8W~a3It 
sEDEc!IsIcNmDE:14-Am-2OcO 
510(k) SUWiRY Am FlXM FaA 

DEvI~:~,~20001 
sEDExxsIcNmllE:24-Am-2000 
510(k) BCWARY Am FRM ED% 

DEvIaz:IREIATvIsI(3N 
BEDEcIsIa?~:lgAu;2Ooo 
510(k) SUMMY AVAIMBLE lXt4 FDA 

DEvIaz: PmIcNvIs1m7.0 
BEDExxsIoN~:~22ooo 
510(k) SMARY AVAILABU FFuX EDA 



SuBMITlpiADDREss LTIsrImmwPH-~ VW 510(K) SlplplARIEs CR 510(K) - 05-SEs2mo 
FmFImLDEms1cNS RmDEFaDuRImn-lEiPERI~01-Aix-2000'BIWXIGH 31-ALG-2000 gage 35 

Rl'INzKKWL?iSEFEW=USCN 
3HIQwmm 
-, MA 01876 

vmmmI~,INc. 
ATI¶kERINr4txJRK 
1886-m 
MUiIW,F!G32583 

mTALs1a?S,INC. 
zfl?lwmpm 
20 CAMRls FaD 
XfKm, NJ 075x2 

VYGcNcm??. 
RrmR3EEKr SCHIFF 
ll29mAvE. 
tcaLmELL,NJ07006 

VYGcNaaP. 
FR, 4ER, 4.5m,AND5FR) 
2YllN:m SCHIFF 
1129 BLocMEIEu> AVE. 
msrCrcmELL,wo7006 

wl.mmmYBLLc (USA) 
ZXIlWKBEXUSMJpIATE 
3636E?sTaoluplBINEm 
FHXXX, AZ 85032-7372 

wrmmu4YmLu: (USA) 
xlTmmsM3pIAIIE 
~~~~E?BI!~UMBINEDRIVE 
R-KENIX, A!Z 85032-7372 

510(k) NDz KOOl633 

PIixEm:978863-4450 

510(k) m ml938 
FHXEi m : 650-327-7719 

510(k) N3: KWO796 
PHZNEFD:219-665-7586 

510(k) m KOO1553 
FfmEi m : 973-7904.330 

510(k) ND: K993934 
FfrKM1uo:5l3-475-6626 

510(k) tDz K993052 
PfxNE m : 973-227-1830 

510(k) ND: K993442 

F2-nE m : 973-227-1830 

510(k) Ex): Kooo354 
PKNE M3 : 602-788-5651 

510(k) Ib: IO356 
PHXE E13 : 603-788-5651 

DEvIa3: LIFEsrl.E xiE%smIALYsIs Arc.mss sYm--, M?DELLH 

SEDECISIcNMADE:24-Auh2OOO 
5310(k) SLRMRRY Am = DA 

DEvIc?ik vEt3m -am 
SEDErxs1cNMmE:29-Am-2cuO 
510(k) STztBmW 

DEVICZ:"M?GIChcBIUTY"4X4wHEElllQIIR 
SEDBZ3ICNMADE: ll-ZW-2000 
510(k) SIWENWT 

DEvI~BlRFAsPv1OOcpApSY~ 
SEDEms1cNbmDE:03-Alm-2mO 
510(k) S@MRY AVAIUEUZ FRBf FIlA 

DEvIcz: vQuIa- 
SEiJxxxSImMADE:~2OOO 

510(k) SUbWRY AVAIIABU FRB l!DA 

DEma:vYGu?2FREPIcxITANEx)~~ 
SEiDlxxs1cNz4mE:03-Aus-2m 
510(k) !Bxmmm 

DEvIczk VYam LIFEam-PIa=(PuR) atwEmRS(S~AND~ILlIMEN3 

SEDEcIs1mMADE:0361162cxxl 
510(k) SBfm4mC 

DEVIC33: C.T.M. MZBIUTY SUDIERS Hs-666, B-730, HIS-570 
SEDEcIsImmDEi:25--Aus~ 
510(k) SUM4?Y AVAIIAWB m IDA 

DEVICEi: C.T.M. HZWLITY zsaxxER,MJlEtH2--696,~74O,HS-580 
SEDFcIs1cNMADE:25-Au+2cm 
510(k) sxJt+MY AVAZABLE m FDA 



suBMITwzu3mEssLI~~wRH -m (SE) 510(K) -CR 510(K) SWEMEMS 05dEP-2cxm 
m3RFINSDECISICNS ~DuRIwmEPEzumol-A11G2cQO~ 31-AUG20 Parp 36 

510(k) m -574 

XhWE?XilU=Jm 
l23m.2ND.m 

PxNEm:651-430-9930 

-MN55082 

wRI~MIEDIcA1; -, m. 
ATIN:LYNNE wrw3tJsRI: 

510(k) m ~001706 

5677AIRTimsw. 
FFlXE~:901-867-4620 

~,~38002 

~a-rrmxaL IwEIExILcx;y, m. 

tiTkEE$p 

510(k) No: KOO2149 
PENEND: 901-867-9971 

~m38002 

ffgf===g* 

6l36iM 1616 
a, TX 75751 

510(k) PJD: -737 
xTxNEm:903-675-1429 

DEVICXkWSKxxTLAR-SY~ 
sEFDEcxsIm~:1~2m 
510(k) SM!ARY AVAILAWZ FRX Em 

DEVICZkLlINEXX~~~ 
sEDECtS1CNMZ+DE:31-AE-2000 
510(k) SuMMAw AVAIIZBU FWMEUA 

DEWIC%CfBXIALD~sET 
sEDEcIs1avMADEi:01-Am-2m 
510(k) SMf7iRY AVMIAEUZ !BW FDA 



sumTlERADDREs9LImmm - m (SE) 510(K) m CR 510(K) m 0543P-2000 
m FINR3.J DEb2IsIoEpj REPmERm~?HEpERIco01~2000~ 31-MA2000 parp 37 

9itx.RL 510(k)s !EiIS PERED 317 
2% 
71 


